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1 , This writtan opinion ts the first dmwn up by thb Intemationfld PreUminary Examining Authority. 
% This opinion oontainslndteations relating to thoMbwIn^ 

~ Baals of the opinion 
Prtorily 

Non-aatabilshmsnt of opinion with regard to nov^ttyp Inven^e atap and Induatrfal appileabUlty 
Laok of unity of Invention 

RoaaoMd aiatement under Ruia 6e,2(a)(i) v/Wi ragard to noveRyi Inventive step or Inouatrial appPeabnity: 
dtattoneandexptanatlons supporting ouohatatement 

Certain dooumant etted • 



The applicant Is heret)y Invited to roply to this opinion* 

When? 6ee the nmlt ihdlcaM abM, The appHoont mayt before the axptratlori of that time Qmlt. 
raqueat this Auttwrily to gram an eooeriliea tee Ritfe 6M(«^ 

By eubmltllno a wmten reply, aofiempanled, where appraprtate, ey ttnendmeniei aooonsng to Hi^ 6&3. 
For ttie form and the language or the arnendrneniB. eee Btilee 68,8 and 

For an addittonal opportunity to eiMilt antendmenti, eae Ruto 
F6r the exuhinei% obsoitioh 10 eofiMer emendmemeendtor a 
Fbr an Irtfbnnal commuriiQMion iwlln the en^ 
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L BmIs of the opinion 

1 . Wrth regard to the elements of the intemaUonal application (Replacement sheets whkh have bBon iumlshGd to 
ths iBOBhfhg OOoa fn fBSponso to an AiVWatfM under ArtfdB 14 are rafarted to in this of>lniQn as 'br^mally niedy. 

Daecriptiont pagea: 

1-45 aaoriglnaUy filed 

Claima, No.: 

1-70 aa oriQinally filed 

Drawina&i ahaeta: 

1-5 as orfglnally filed 

Sequence Hating part of the descrfpUon, pagea: 
1-13,aaorlglnali/faed 



2, With regard to the language, all the eiemente marked al>ove were available or f umtehed to this Authority in the 
language m wnich the {ntematlonal appiloatlon was filed, unless othenvlse indioated under this item. 

Hiese elements were available or furnished to this Aumortty in the lollowfng language: , which is: 

□ the language of a trensia^ furnished tar the purposes of the International eearch (under Rule 23.1 (b))« 

□ the language of publioa^n of the intemaSonal application (under Rule 48.3(b)). 

□ the language of a translation furnished for tfie pun>osee of intennational preliminary examination (under Rule 
S5.2 and/or SS.3). 

3. With regard to any nucleotide and/or amino acid aequence discloaed in the international application, the 
Internationa] pmliminary examination was canted out on the basis of the sequence listing: 

H contained In tiie international eppitcation In written fonn. 

B filed together with the tntemational application In computer readable form. 

□ funnfshed aubaequentty to this AutfKrfty in written form, 

□ furnished subsequently to this Authority In computer readable fonn. 

□ The statement that the subsaquantly furnished written sequence iieting deea not go beyond the disclosure tn 
tile international application as tiled has been furnished. 

□ The statement that the information recorded In computer readable form is identical to the written sequ nee 
listing has b en furnished. 
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4. The amendments have resulted tn the cancellation of: 

□ the description, pages! 

□ thedatansi Nob,: 

□ thedrawingsi sheets; 

5. □ This report has t)een established as if (some of) the amendments had not been made, since they have been 

conelderad to go beyond the disclosure as filed (Rule 70.2(c)): 

(Any eeptacemM shaet containing Btioh axnendments must be tsfened to under item 1 and annexed to this 

fOPOft) 

6. Addifonal observations! if neoessary: 



Ilk Nen-esftablishment of opinion with regard ta novettyp Invonttve step and Induetrfal appltcebility 

1, TTie questions whe&ierthe (Maimed invention appears to be novel, to invt^lve an Inventive step (to be non- 
obvfoua), or to be industrially applicable have not been and will not be examined in respect of: 

□ the entire international application* 

B claims Nos, 3, 7-12, 17, 21-26, 31. 35-40. 44, 48, 61. 69 (aU completely): 1, IS-IS. 27-29. 41, 42, 45, 46, 
40-69. 62^7, 70 (all partially). 

because; 

O the said Mematlonal appllcaSon. or »ie said claims Nos. relate to the followinfl subject matter vvhioh does 
not require an intematlonal preliminaiy examfriation (epec/lM: 

□ the description, cl^s or drawings (//vdSlbefepaftfe^i/are^em^ Nos. are so unclear 
that no meaningful opinion could be fonned (specify^: 

a the claims, or said claims No3« are so Inadequately supported by the description that no meaningful opinion 
could be formed. 

B no International search report has been esbibllshed for the said claims Nos. 3. 7-12, 17, 2V26. 31 35-40 
44» 48, 81, 89 (aH oompletely): 1, 13-16, 27-29. 41, 42, 45, 46, 49*^9, 62-67. 70 (all partially). 

2. A written opinion cannot bo drawn due to ttie failure of the nucleotide and/or amino acid sequence listing to 
comply with the standard pmvided for In Annex C of the Admhlstiative Instructions: 

□ the written fomi has not been tumiahed or does not comply with the standard. 

□ the computer readable f omn has not been furnished or does not oomply witti the standard, 

V. Reasoned statement under Rule 66.2(a)(1)) with regard to novelty. Inventive «tcp or industrial applicability; 
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eilati n« and Ncpfamalfom fiuppertina Buoh statement 

1. Statement 

Novelty (N) Caalme 1. 2, 4-6, 13-18, 18-20^ 28-30, 32o34. 41-43, 45-47. 48-80, 63, 66-68 70 

(NO) 

Inventive fitep (IS) claims 27, 49-62, 54^, 64, 65 (NO) 

Industrial app|joabi|it/(iA) Claims 

2. CRationsandexpianallons 
eeo separata aheet 

VI. Certain doouments dted 

1. Certain published documents (Ri^mio) 
and /or 

2. Non-writlBn cRsoloauree (Rule 70.B) 
aea aeparataaheel 



Form PCT^PEAMOB <Boms l-Vii|, somi ^ (July 1890) 



WRITTEN OPINION International appUeaHon N . PCT/CA0(V00777 

SEPARATE SHEET 

Basis of the opinion 

The eseomlnation has been restricted to the Helfcobacter galactosyltransferase (see ISR) . 

K was not possBsle for the IPEA to oheok whether the subsequently-filed sequence listing 
(received 27.7.2000) constitutes edded matter. Examination has therefore been carried 
out on the basis of the sequences or sequence llsfing as filed. 

Re item V 

Reasoned staternent under Rule 66.2(a}(ii) with regard to novelty, inventive step or 
industrial applicability; eltatione and explanations supporting such statement 

01 : TOMB J -F ET Ab THE CONflPLETE GENOME SEQUENCE OF THE QASTRIC PATHOQEN 
HEUCX)BACTER PYLORI' NATURE.QB,MACMILLAN JOURNALS LTD. LONDON, vol. 388. 
no. 6642, 7 August 1907 (1B97-08-07), pages 639-547,TABEL, XP0020e2108 ISSN: 0028- 
0836 dted in the applioation DATABASE EMBL [Online] Aoceeaion AE000594, 25 August 
1 997 (1897-08-2S) TOMB J -F ET AL 'Helicobacter pylori 26695 section 72 of 134 of the 
^ X complete genome.* XP00ei65834 
.^Ci^^^J D2: WO 96 40893 A (ASTRA AB ;BERG|UNDH O THOMAS (SE); MELLQAERD 8JOERN L (SE); 
SMITH) 19 December 1996 (1996-12-19) 
D3: WANG 0 ET AL: 'MOLECULAR GENETIC BASIS FOR THE VARIABLE EXPRESSION OF 
LEWIS Y ANTIGEN IN HEUCOBACTER PYLORI: ANALYSIS OF THE ALPHA(1.2) 
FUCOSYLTRANSFERASE GENP MOLECULAR MICROBIOLOQY,GB,BLACKWELL 
SCIENTIRC, OXFORD, vol 31, no. 4, February 1998 (1989-02), pages 12^1274, 
, \ XP00088e904 ISSN: 0950-382X 

1d4: CHAN N W ET AL: THE BIOSYNTHESIS OF LEWIS X IN HEUCOBACTER PYLORI' 
/ GLYCOBIOLOQY,QB,iRL PRESS,, vd. S, no. 7, 1 995. pages 683-688, XP0029201 75 ISSN: 
0959-6658 dted In the ^plieation 

1. ArL 33(2) POT, Novelty 

1.1. Dl ISR discloses an Isolated recombinant polynuoleotide containing the coding region 
(nucleotides 1551-2372) for the Hellcobaoter pylori IM.A-galactosyftransferase (HP0826 
see Table 2, "Cell Envelope Genes", right column). Said coding region shows 100% 
Identity to SEQ ID NO: 1. Because this polynucleotide compris s nucieottdas loeat d 5' to 
the coding region it Is expected to contain of the 1 ,4-galactosyltransferase promoter. Di 
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is. therefore nov K/ destroying for olatms l, 2, 4-6, 13, 14^ 29, 30, 32-34, 41'4d and 45. 

1 .2. D2 disdosea an isolated H. pylori polypeptido witii tiie amino aoid sequence 8EQ ID 
NO. 1887. Said poiypeptlda shows 94.8% Identity In a 273 amino acfei overlap to the amino 
acid sequence 8EQ ID NOs: 2 of the IH. pylori p-1,4-Qalactosyitran8fera8e of th 
speoilioation. Because of the high sequence homology, said isolated polypeptide of D2 Is 
regarded as ^1,4-gaiaot08yitransferase. D2 (p. 33, In. 8<11 and In. 2&<30) further 
discloses host ceils wNch comprise a vector with an expression cassette contwning the 
nucleic aoid encoding said polypeptide. D2 also describes a method to produce said 
polypeptide using said host ceil. D2 Is therefore, novelty destroying for claims IS, 1 $, 1 8- 
20, 28, 46, 47, and 53. 

1 .3. D3 (p. 1268, right column) discloses a mutant H.pyloh' strain having deactivated the 
a(1,2) fuoosyitransfeFase gene. Clalme 59, 60 and 66 are, therefore, not new. 

1 .4. Otalms 63 embraces vaccines comprising any antigen including any immunogenic 
protein ftom the mutant H. pylori strain of claim 59. Such Immunogenic proteins derived 
from the mutant strain, however, cannot, be distinguished from a wild type strain. Thus 
claim 63 embraces vaccines which cannot be distinguished from known vaccines (see eg. 
02} and is, therefore, not new. 

1 .5. D4 (p. 686, right column, second paragraph "AotMty screening") discloses a reaction 
mixture sidt^le for an enzymatic synthesis of a Helicobacter lipopolysaochtaride and of a 
mimic of a Helicobacter lipopolysaccharide. Said disclosure is novelty destroying for 
claims 67, 68 and 70. 

1 .8. Claims 1 , 15, 27, 29, 42, 46 and 49^ describe "a portion' or Iragments" of a nucleic 
add or a polypeptide. Said wording embraces any frsgment including fragments consisting 
of only one nucleotide or one amino add. Said dalms and daims dependent thereon ar , 
therefore, also because of this reason not new. 

2. Art. 33(3) PCT, Inventive step 

2.1. The isolation of a po^eptide which is encoded by a loiown nudai acid repres nts 
a routine method which th eklDed person would appiy and does not comprise an inv ntive 
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step. The ^1 ,4^lactosyltrensfera8e wHh the amin aold sequence SEQ ID NO: 2 (claim 
27) encoded by the known SEQ ID NO: 1 1s. therefore, not Inventive. 

22. D3 (p. 686, left column, last paraaraph, In. 5-11) describes p-i,4- 
gaiaotosyltraneferaee activities In H. pylorf. Said document etates that there are diff rent 
strains of H, pylori which differ at the genome level, D3 teaches further the isolation of 
homogenous enzymes and sequencing and cloning of the galactosyitfansferaees. The 
isolation of the p-1 ,4-galactosyltFansfera8es with tiie amino aold sequences SEQ ID NOs: 
2 and 10 and their coding nucleic adds SEQ ID NOs: 1 and 9 follows, therefore, the 
teaching of D3 and la not Inventive. Claim 27 is, therefoi^, not inventive. 

2.3. Claims 64 and 65 are directed to vaccines containing a mutant lipopolysacchailde. 
The spedflcatlon, however, does not shown any specific effect resulting from such 
vaooinea. Thus, eaid vaccines are regarded aa arbitrary modifications of known vaccines 
comprising wild>type llpopolysacchartdea (aee e.g. D2) and oiatma 64 and 65 are, 
tiierefore, not inventive. 

2.4. Claims 49<«2 and 64^ relate to subject matter which the skilled person w uld 
provide, according to the circumstances, by applying standard methods without the use 
of inventive akili. Said olaims are, therefore, not inventive. 

fiettSOLyi 

Certain documents cited, Certain published documents (Rule 70. 1 0) 

(daiAimuh^^ (Oivi/hionth/^f) (<^Mtom/^aii 

prw-A 2- WO99M0205 12.8.99 27.1.99 4.2.98 

The above listed document was published after but filed before the priority date of the 
present appHoatlon. It does, therefore, not betong to the state of the art according to Rule 
64(1)(b) PCT. It will, however, beoome of relevance fCr the novelty of the claimed subject 
matter during regional phase examination, and If K later turns out that the priority of the 
present appFication has not been oonecUy claimed, also for the inventive step involved with 
the claimed subject matter. 
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Thoappeeantag^Bqueetedto m newdalmo mtd/or explanations whleh take account of 
the above eommenta. The attention of the appSoantts dnam to the faot that the apptioatton 
may not tie amended In such a way that H contains subject-matter which extends beyond 
the content of the application as filed. Art 34 (2) PCT. Therefore, the applicant Is asked 
to Indicate the basis of any amendments to the olaims In the appttoatton documente 
origlnaOy Hied. 
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